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DETAILED ACTION 

Claims 1^4 and 6-47 are pending in the application. Claims 25-47 are withdrawn from 
consideration for being directed to non-elected subject matter. Claims 1-4 and 6-24 are currently 
under examination. 

This office action is in response to the Amendment filed on 10/30/06. 

Response to Amendment 

The objection to claim 5 is moot in light of Applicant's cancellation of the claim. 

The rejection of claims 1-4 and 6-24 under 35 U.S.C.l 12 2"^ paragraph has been 
withdrawn in light of Applicant's amendment. 

The rejection claims 1-3, 5-15 and 17-24 under 35 U.S.C. 102 is maintained for reasons 
set forth of the record mailed on 7/17/06 and further discussed below. 

The rejection of claims 4 and 16 xmder 35 U.S.C. 103 (a) is maintained for reasons set 
forth of the record mailed on 7/17/06 and further discussed below. 

Response to Arguments 
Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (I) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 
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Claims 1, 2, 5-14 and 17-24 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Glorioso et al (US 6,413,51 1, E)S). 

Claims 1-3 and 13-15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Bartholomew et al (Human Gene Therapy, 2001, Vol.12, pages 1527-1541, IDS). 

In response to this rejection. Applicants argue that the reference does not teach the use of 
genetically altered chondrocytes expressing a therapeutic agent to treat disorders in an 
environment atypical for chondrocytes. Applicants argue claim 1 requires the chondrocyte to . 
function only as delivery vehicle for expressing and delivering the therapeutic agent required for 
alleviating the disease condition without becoming an integral part of the tissue or organ where 
the chondrocytes are delivered. Applicants also argue that Bartholomew et al. does not teach the 
use of genetically modified chondrocytes to deliver therapeutics for in vivo repair of a diseased 
tissue, or delivering the chondrocytes to a diseased environment atypical to chondrocytes. 
Furthermore, Applicants assert that Bartholomew does not disclose the direct use of genetically 
modified chondrocytes to repair tissue damage in a region not associated with chondrocytes. 
Applicants thus conclude that the claimed invention is not anticipated by both references. 

The above argument has been fully considered but deemed unpersuasive. As discussed in 
the previous office action, since the instant claims are drawn to a product , a genetically altered 
chondrocyte (not a method of delivering said chondrocvte) . a recitation of the intended use of the 
claimed invention niust result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the prior 
art structure is capable of performing the intended use, then it meets the claim. In the instant 
case, the intended use of the chrondrocyte does not impart a structural difference with what's 
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disclosed in the prior art. The instant specification discloses in the working example of isolating 
primary chondrocytes from human and bovine, culturing said chondrocytes in vitro^ and 
transfecting said chondrocytes with constructs encoding GFP or EPO to said chondrocytes in 
vitro. The instant specification does not teach or give an example of a genetically modified 
chondrocyte which serves as a delivery vehicle for dehvering a therapeutic agent to a diseased 
tissue in an atypical chrondrocyte environment and treating said disease, wherein said 
chondrocyte does not become part of the structural component of the environment. As such, one 
cannot envision the structural difference of the claimed genetically modified chondrocyte from 
the genetically modified chondrocyte disclosed in Glorioso or Bartholomew in order for them to 
have the fiinction as a delivery vehicle only but not become a structural component of the 
environment. Since the claim encompasses both in vitro and in vivo setting, the teaching of 
Bartholomew anticipates the claims because the genetically modified MSG can differentiate into 
chondrocytes in v/vo, thus become a genetically altered chondrocyte. The instant claims are not 
drawn to method of delivering the genetically modified chondrocytes, thus a direct delivery of 
the chondrocyte is not a limitation of the claims. Therefore, for reasons discussed in previous 
office action and above, this rejection is maintained. 

Claim Rejections - 35 USC §103 

The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

Claims 4 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Bartholomew et al. 
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In response to this rejection, Applicants argue Bartholomew does not teach the use of 
genetically modified chondrocytes for in vivo delivery hEPO mimetibody as a therapeutic agent. 
Apphcants further argue that the in vivo expression of functional mimetibodies is not a trivial 
task, which it would require the designing of a vector to express the protein of interest in a form 
that would allow it to assert its desired therapeutic effect. Applicants argue that Bartholomew 
does not disclose the sequence encoding an EPO mimetibody, thus one of ordinary skill in the art 
would not know how to design such vector in altered chondrocytes and build Applicant's 
invention. Applicants thus conclude that the invention is not obvious in view of the teaching of 
Bartholomew et al. 

The above arguments have been fully considered but deemed unpersuasive. Applicants 

■ 

are reminded that the claims 4 and 16 are drawn to a genetically altered chondrocyte that may be 
used for expressing an EPO mimetibody, not a method of delivering therapeutic EPO 
mimetibody using a genetically modified chondrocytes. As such, the reference does not have to 
disclose features such as the step of delivering the genetically altered chondrocyte because it is 
intended use, not a limitation of the claim. Further, the claim does not require the EPO 
mimetibody to have any therapeutic function because that is not part of the claim limitation 
either. At the time of filing, the gene encoding epo has already been well characterized and its 
function ascribed to regions that bind to the corresponding receptor. It would have been obvious 
to one of ordinary skilled in the art to make a construct that expresses an erythropoietin 
mimetibody. Such application would have been routine experimentation to an ordinary artisan. 
Applicants are again reminded although Applicant's invention may be a method of using a 
genetically altered chondrocyte to dehver therapeutic agent to an atypical site of the chondrocyte, 
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what is claimed is a genetically altered chondrocyte, of which the intended use does not impart a 
structural difference from what is disclosed in the prior art based on the disclosure of the 
specification. Therefore, for reasons discussed in previous office action and above, this rejection 
is maintained. 

Conclusion 

No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 

» 

policy as set forth in 37 CFR 1. 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is. mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

■ 

Any inquiry conceming this communication or earlier communications from the 
examiner should be directed to Celine X. Qian Ph.D. whose telephone number is 571-272-0777. 
The examiner can normally be reached on 9 -30-6:00 M-F. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Remy Yucel Ph.D. can be reached on 571-272-0781. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
£q)plications is available through Private PAIR only. For more information about the PAIR 
system, see http;//pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 



system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO. Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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